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(54) NOVEL PHARMACEUTICAL PREPARATION FOR 
ORAL ADMINISTRATION 

(57) Abstract: 

PURPOSE: To provide a pharmaceutical preparation 
containing omeprazole for oral administration and 
effective in influencing the secretion of gastric acid in use 
and protecting the gastric and intestinal cells. 

CONSTITUTION: The objective pharmaceutical 
preparation for oral administration can be produced by 
using a core containing omeprazole as an active 
component in combination with an aikali-reactive 
compound or containing an alkali salt of omeprazole and 
optionally an alkali-reactive compound and coating the 
core with one or more inert intermediate coating layers. 
The intermediate coating layer is composed of (A) a 
tablet excipient soluble or quickly decomposable in water 
or a water-soluble film-forming polymeric compound (e.g. 



polyethylene glycol) and optionally (B) a pH-buffering 
alkaline compound (e.g. magnesium oxide) and is 
positioned between the alkali-reactive core and an 
enteric outer layer. The omeprazole is administered at a 
dose of 1 W400mg/day in 1 W several separated doses. 
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*|31&a^ u v h 500 g 

r Eudragi t L 100 45 g 

Xf7 ') /i/7^3 4.5g 

*-x 9 J - 1 320 g 
II » & H -< u v htt-hffitHflftcSHSUfc. 
HflSfl 6 

I (-^* y 7 5 */ — to i- V 'J ^ Al£ 339 g 

v v z. r - 2 422 g 



fi&7k 7 £ r - X 120 g 

t K o * -> 7 n *=■* ;u -fe ;t/ o — x 90 g 

■attflt^o-x 60 g 

n r-7 'J /I'Ett* h ^ 7 g 

650 g 

Si #1 1* > r 7 */ - ^ -f r y ± i 
<0^on£^i^K:&Jfni-r^Pi^w:l?^^2K:g2«l 

Ufciffl*>«:!flS*ftfc. 
» Bl a ig ^ u v i- 

«*> fiSI SB IS U CD *< U v h 500 g 

-t FD**7ntfA** At Ao-x 20 g 

7kSE<fc7*i^*/'&tt***S'» t 4 g 

-^StK 400 g 

IS T 4> Tul a 3 U ^ ^ v r 500 g 

IV i-t Ko*2>:fot'*;? 20 g 

Lgis* . 400 g 

2 -p cd 4 1 Pul & a JS ^ m t r* nm&Ltz & i izx/i 

fj!iJCEaiaTiai5(ftc*PBiaancuo-«U'v r c & 



+ H*S'<l'v I 1 500 g 

V r tFo4->7"ot'A^f Atrtn-I7>t-V 57 g 

tf-/U7^3-^ 3 g 

7 -tr r V 540 g 

-x ^ y - ;u 231 g 

tt&&K*ift9 I* fc u v KDKit liHifcW 2 

7 . 8 

» na » a « l g> ^ ^ y r 

7 . 8 



& *5 U a u *b * a ~ * 

L *as<t^ ^' * > ^ ^ 



222g 222 g 

1 673g 1 473 g 

lOOg 100 g 

— 200 g 

5 g 5 g 

500 g 375 g 
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7 . 8 



4>ra1&JSJS tt t © u v h 500 g 

m pt Foo^oe*^Mt*o-x 20 g 

400 g 

7^ I 



4 1 HSI & 33 *< u v K 

7 -b h y 
-x ^ y - 



500 g 

57 g 

3 g 

540 g 

231 g 



3?i*fH 9.10 



(***>y-*400g etas?*) 



9 . 10 
400g — 
— 426 g 



9 h - * 1 420k 1 409 g 

SB.misenir? ioog too g 

n p>f ArtJi/D-^ I2g 12g 

Lsffi* 200g 200 g 

W71> ft****** 30g 30 g 

s^fe^^ij&^^^JS^^^^so 
-£3* txiJt^T 0. 5 MOTL^Wf^S^iffliS^-^^^ 



ftfltt 1 0 0 '« T * -» . 

4uaaig3-».« y 

ygSE* fll^T ft 1 0ffifi«©t 

K n * > 7* a \£ JU } f ;Hr/l^o - * "C * IB & fi 3 
- < y £ U tz . 

3 - -r < y*'&tfi*^T4'f3]&JaE ; & :3 --rw 

to* 5 ? h - * 4 000 g 

# 'J t" ^ ;u t* a <; K y (PVP) 180 g 

x ^ y - n, 95 M 420 g 

^f7'J ytt^^ii/^i. 42 g 

-r ^ K -7 4 3 ?®(!lanesty Dry Cota : n° £ ) S 



Sffloii^m3tt4 7 5 o . fcfcffJi** 
Wig* IB j * 

tfOt^Ot!**? fttAD-*7*l-l> 1 500 g 

t ^ 7 ^ 3 - ii/ 105 g 

y^uy?D7-<K 15 000 g 

-f 7 7* n y\* y - /U 15 000 g 

IS* 3 150 g 

C o£Rtt77l a - -r * y y SSIttT fflffl S 
*i fc. £ $ l c o s ti is i kjoao^-T-f y 
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tfr Pol & ?g g L 0 « u y h 



I 



n 



I 




1 610k 1 


610s 1 


610 g 




7 ^ K - * 


80c 


80s 


80 g 






60« 


60s 


60 g 






40s 


40s 


40 g 


0 


> r 7 */ - to 


200s 


200s 


200 g 




Pluronic F68 


10s 


10s 


10 g 






2s 


8s 


24 g 






450s 


450s 


450 g 



+ rjia«JB« u©^ ^ v h soo g 

SI r t Fo4^ynt'A^f»tAo-X7>t-l' 45 g 

5 g 

>^-uy^Q-7^K 37 1 g 

<-x ^ V - ^ 680 g 



St tK 7 * I* - * 

a p7 ■? y ^St- h y j* 
*IBJ&3ZJ§ # U o -< u v h 
L x ^ y - ;i/ 



339 g 
2 422 g 
120 g 
90 g 
60 g 
7 g 
650 g 



500 g 
57 g 
3 g 
540 g 
231 g 



!Si§£JS*JS Lfc-^u v h tt 3! ifc 0! 2 C 52 K U 

«fr IB g I <D u y h 

I r * ^ 7" 7 '/ - /v^ > +r i2 222 g 



-7 v ~ h - tolfo*. 1 473 g 

jatsa*A/o-x 100 g 

-7fcSMt-7 * :> «7 ^ 200 g 

a I-? o u ;t/«j£^7* h y ■> a 5 g 

*-^^?7K 375 g 

K»fltt1IJSW8CE«!LfciB*)ca5a$n/!:. 

g5 ?g & fig & ra u y h 

* M tft 15 J3 U © *« u v h 500 g 

ID pt Fo*'y7oen>*ftt»a-7.7*l'-h 57 g 

3g 

T -b h y 540 g 

Lx 7 y - to 231 g 



«?E35tt« 2 - 8 iifc«« I - v J;*aJW 

tts&ff) i o or/.iD Tgmiifc. 2^ra^c. 

*fij£«5 4»©7C© £ JT»ot^**> V* 7 V* - iU 
©2£38£ U*:. 

tt*tt8iis«e«£jtaufc. &3ii§?ft 3 it, us 

PiSWSHto2 1 0 OrAin . 10 

# * fc tt 3 0 # & . fS»?Lfc^>7*7-/-^02 

£iJB£Lfc. *S£tx&©3? 5 stc^r . 
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KfSlUS 62-258320 (12) 

nartTORf sor-c i r^HrS&x 

•*) 3SiiSfl7> 8 C<fc * SflJSSjtt fiftT 3 - -r a 

o tth ft Ifc £ -r x ^ 



CD 2 OCDg5^«"t*i-en 2 5 KO^^lCSS 

SSL*:, tt^$5J?ScK»fc 3 o 

CDa/ScS** 5 OtTl t^bI^SU. C©&. 

■t^ss^witT, -<u v v & ± s r 5 -/ ~ jug* 

SC^^ t H P L C C J; -j T^Sf L ^. 
^T^ilfeco2o©ia^«9W:|iaJ:^^u:^»$ti. 

5t cd * £ © * > y ha,® fcuzz^T 

4 c t r ^ o . 

53f 4Ci^T$4 (flit* ifctSfl I * H . v£ 

ran? a* (it««i. n> * * tiiBisss^ - ^ 
y ^xis* <it«ff1 v ) c&tc > r 7 •/ - ^ 



- ;i/©7^* >; Sj£JS^er^7>ota32^{£ffl (It 

# IV > tf. * £ 9! <& 7> 

^tt£ffi< fStt^S©^:©^^ fit* 



-142- 



fl8©iff©^£i£©*tt*r6fKt±£c*£ic&# 
r *. 

iic#«r*JST*rJj«JST*a<. c © js a t a/ 



^1B3B2-258320 (13) 

|?i^2Cj:4af7f ^*rt^?)M 2 A © 

# RH K5 T 4 (hU # * £ *i fc . t> 7*7 V*-^fl)I 

T 55" #f c* tl (Persaon, Lagerstroa, Grundevik: 
Scand. J. Gastroenterol. 1985. 20 (Supp I . 108) . 
71-77). ¥*3lfiL5i5l£*55 6 SC^T. 



35 6 $ 

HJfctff 2 C «fc 4ffiHs 5 ^* T-fe ;i/«b LT. ±? «fc 



l$Pa1 (#) Sffift 





1 


0 








0. 8 


4 




2 


0 








0. 9 


0 




3 


0 


0. 


0 


3 


0. 8 


4 




4 


5 








0. 6 


4 




6 


0 


0. 


2 


2 


0. 4 


4 




9 


0 


0. 


3 


6 


0. 2 


4 


1 


2 


0 


0. 


3 


9 


0. 1 


3 


1 


5 


0 


0. 


2 


9 






1 


8 


0 


0. 


2 


0 


0. 0 


4 


2 


i 


0 


0. 


1 


0 






2 


4 


0 


0. 


0 


5 


0. 0 


1 


3 


0 


0 


0. 


0 


2 


0 




3 


6 


0 


0. 


0 


1 






4 


2 


0 


0 











ifi a er ut n u * i* -c * - 9 c £ r * a< . 2 

tt 8 5 ± 2 3 K (S.D.) TI) o ^. CCDitlSlifE 
*©ikK&£#i$rDl*-7'T©4£ffiSlc|S-?^T 

f55:iA<tH. L * L ti h . « S « * & 4- 

+ y «; ^ ^ t> 4 * « tt n ii* « ^ « n c t tz ii s r 

^ & T £> £ . 

1$ ai ® a jEiK£ D a nX£ttit:£*i_ 
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M HJ « * ffl ft 4^m*33§M304- 24 

JjJ BJ # ^5 I I ?i[5g^SLhi5ff^«^ : S7ici342- 1 
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